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Top 20 Adverse Event Terms (US, All Events, 1969 to 9/24/2008, n=3038)

Preferred Term (PT) PT Counts Preferred Term (PT) PT Counts
Completed Suicide 433 Nausea 122

Intentional Overdose 341 Respiratory Arrest 109

Overdose 319 Vomiting 107

Multiple Drug Overdose 191 Cardio-Respiratory Arrest 104

Drug Dependence 168 Dizziness 98

Cardiac Arrest 161 Drug Interaction 94
Accidental Overdose 159 Convulsion 79

Coma 154 Confusional State 75

Drug Ineffective 130 Pulmonary Oedema 75

Drug Toxicity 126 Hypotension 74

Crude counts may contain duplicate reports and there is no certainty that the reported 
suspect product(s) caused the reported adverse event(s).  Total Deaths (n=1452)
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Search Criteria
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• US cases only
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Search Criteria
• Search dates (1/1/2006 – 12/31/2007)
• Drug names (all trade and generic single 

ingredient and combination products)
• Serious* outcomes only
• US cases only

Search Results
• 192 reports retrieved

*Serious per regulatory definition includes death, hospitalization or prolongation of 
hospitalization, life-threatening, disability, congenital anomaly, and other medically 
important events (CFR 314.80)
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*Event unlikely related to propoxyphene products (9), medication error (1), miscoded (1), 
homicide case (1)

Reasons for exclusion N

Completed suicides 43

Intentional overdose/suicide 
attempt

11

Drug 
dependence/abuse/misuse

17

Duplicate reports 44

Others* 12
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(2006(2006--07)07)

Number of cases 65

Gender (n=63):                      Male
Female

21
42

Age:                                    Median
Range

62 years (n=53)
19-92 years

Indication (n=31) Pain (13), back pain (6), 
dental/surgical pain (3), joint/hip 
pain (3), leg/knee pain (2), 
osteoarthritis (2), ankle pain (1), 
nerve pain (1)

Total daily dose:               Median
Range

200 mg (n=13)
100 mg to 800 mg 



Joint Meeting of the Anesthetic and Life Support Drugs and 
Drug Safety and Risk Management Advisory Committee 
January 30, 2009

Time to Onset, Duration and Outcome  
(2006-07) 

Time to Onset, Duration and Outcome  Time to Onset, Duration and Outcome  
(2006(2006--07)07)

Estimated time to onset:  Median
Range

1 day (n=18)
1 dose to 4 years

Estimated duration of therapy:
Median
Range

15 days (n=16)
1 day to 16 years

Outcome Death (12), Hospitalization (29), 
Life Threatening (5), Other 
{med significant} (38)
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